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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time nnay be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 
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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S. C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication{s) filed on 23 January 2006 . 
2a)^ This action is FINAL. 2b)n This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal nnatters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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6) IEI Claim(s) 93.98-103.108-116.121 and 124-157 is/are rejected. 
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8) n Claim(s) are subject to restriction and/or election requirement. 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

1. The amendment filed Jan. 23, 2006 is acknowledged. 

Claims 97, 107, 122, and 123 were canceled. Claims 131-157 were added. Claims 93, 
98-103, 108-121, 124-157 are pending and examined on the merits. 

2. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claim Rejections Maintained: 

3. The rejection ofclaims 93, 98-103, 108-116, 121-130, 155 -157 under 35 U.S.C. 112, 
first paragraph, as failing to comply with the written description requirement is maintained 
because the amendment of 1/23/2006 introduces new matter. The claim(s) contains subject 
matter that was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. The basis for this rejection is that the amendment to claims 
93 and 103 introduces new matter into the specification as originally filed. 

Claims 93 and 103 have been amended to include the limitation that the polypeptide, 
encoded by the claimed nucleic acid molecule, does not comprise "a Her-2/Neu transmembrane 
domain sequence". The passages pointed to applicants as support for the amendments to claim 1 
does provide support for this Hmitation. On page 7, lines 15-17 of the specification, ECD-PD 
fusioh proteins are described as proteins that do not include a substantial portion of the Her2/Neu 
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transmembrane domain, and preferably do not comprise any of the Her2/Neu transmembrane 
domain. This teaching does not provide support for the new limitation, that the polypeptides, 
encoded by the claimed nucleic acid molecules, do not comprise a Her2/Neu transmembrane 
domain sequence, because a Her2/Neu transmembrane domain sequence could be as small as a 
dinucleotide taken from the Her2/Neu transmembrane region. For example, within the 
transmembrane domain in human Her2/Neu, there is the dinucleotide V-V, which is a sequence 
found in the extracellular domain at amino acid positions 55-56. If applicant intended the 
amendment to mean that the polypeptide encoded by the claimed nucleic acid molecules does not 
include a Her2/Neu transmembrane domain in its entirety, then amendment of the claims to 
delete the word "sequence" would obviate this rejection. 

4. - Claims 93, 98-103, 108-116, 121, 124-157 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) contains 
subject matter that was not described in the specification in such a way as to reasonably convey 
to one skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. The basis for this rejection is that the specification fails to 
provide support for the polypeptides comprising amino acid sequences having at least 90% 
sequence identity to a reference sequence. 

For claims 93, 103, 131 and 141, and any claims dependent on these claims, the 
claims include the limitation "capable of producing an immune response against the Her-2/Neu 
extracellular domain in a warm-blooded animal" and "which increases the immunogenicity of (a) 
[the extracellular domain of Her-2/Neu] in a warm blood animal". Applicants assert that these 



Application/Control Number: 09/493,480 Page 4 

Art Unit: 1643 

claims describe the fusion proteins encoded by the claimed nucleic acid molecules by structure 
and function. This is not found persuasive, because the production of an immune response 
against a HER-2/Neu protein may define only a small region of an overall protein structure, and 
because almost any protein is capable of increasing the immunogenicity of a peptide. For a 
genus of products to be adequately described, the specification must provide at least the 
structural features common to the members of the genus. This may be done by describing a 
representative number of species of the genus, or by providing partial structures, physical or 
chemical characteristics, or functional characteristics coupled with a known or disclosed 
correlation between structure and function. In claims 93 and 131, for example, the specification 
only provides SEQ E) NO: 3 and SEQ ID NO: 4 as representatives of the ECD and PD portions, 
respectively of the polypeptides encoded by the claimed nucleic acid molecules. The 
specification has not provided any other variants of SEQ ID NO: 3 or SEQ ID NO: 4 that would 
be useful in the fusion proteins as structures that would produce an immune response against the 
Her-2/Neu extracellular domain or as structures that would increase the immunogenicity of the 
variant of SEQ ID NO: 3 in a warm-blooded animal. Because an immunogenic epitope may be a 
very small part of a total sequence, the structures encompassed by the phrase "having at least 
90% sequence identity to SEQ ED NO: 3 and capable of producing an immune response against 
the Her-2Neu extracellular domain in a warm-blood animal" are highly variant. The 
specification fails to provide a teaching of the core structure that is the common feature of this 
genus. Likewise, because almost any protein would increase the immunogenicity of another 
protein, the structures encompassed by the phrase "having at least 90% sequence identity to SEQ 
ID NO : 4 and which increases the immunogenicity of (a) ["(a)" is an amino acid sequence 
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having 90% sequence identity to SEQ ID NO: 3] in a warm-blooded animal" are highly variant. 
The high degree of variance in structure is due to the fact that for sequence identity (see page 9 
of the specification), percentage of sequence identity is determined by comparing two sequences 
over a comparison window, and the percentage is calculated by determining the number of 
positions at which the identical amino acid residue occurs in both sequences and dividing this 
number by the total number of positions in the window of comparison. Therefore, a very small 
sequence may have 100% sequence identity to any of the reference sequences because the 
window of comparison would define by the length of the small sequence. The specification fails 
to provide a teaching of the core structure that is the common feature of this genus. The 
rejection of claims 103 and 141 is made for the same reasons as those stated for claims 93 and 
131, except in claim 103, the structures provided are SEQ ED NO: 3 and SEQ E) NO: 5. 

; The high degree of variance in structure has to do with the fact that for sequence identity 
(see page 10 of the specification), percentage of sequence identity is determined by comparing 
two sequences over a comparison window, and the percentage is calculated by determining the 
number of positions at which the identical amino acid residue occurs in both sequences and 
dividing this number by the total number of positions in the window of comparison. Therefore, a 
very small sequence may have 100% sequence identity to any of the reference sequences because 
the window of comparison would define by the length of the small sequence. 

: Taken together, the fact that the recitation that the variants of SEQ ID NO: 3 are either 
not defined by a function at all, or are defined by the function "capable of producing an immune 
response against a Her-2/Neu protein in a warm blood animal", which is function that is not 
correlated with a core structure to define the genus; and that the variants of either SEQ ID NO: 4 
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or SEQ ID NO: 5 are either not defined by a function at all, or are defined by the function 
"which increases the immunogenicity of a peptide, which is a function that could be applied to 
almost any protein; and because there is no discussion in the specification correlating structure 
with function, the genus of claimed polypeptides is not supported by a disclosure of 
representative embodiments. Therefore, applicant is not in possession of the claimed 
polypeptides. 

Conclusion 

'■ Claims 117-120 are allowed. Claims 93, 98-103, 108-116, 121, 124-157 are rejected. 

; Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Anne HoUeran, whose telephone number is (571) 272-0833. The 
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examiner can normally be reached on Monday through Friday from 9:30 am to 5:00 pm. If 
attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Larry 
Helms, can be reached on (571) 272-0832. Any inquiry of a general nature or relating to the 
status of this application or proceeding should be directed to the Group receptionist whose 
telephone number is (571) 272-1600. 

Papers related to this application may be submitted to Group 1600 by facsimile 
transmission. The faxing of such papers must conform to the notice published in the Official 
Gazette, 1096 OG 30 (November 15, 1989). The Official Fax number for Group 1600 is (571) 
273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov . Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll free). 

Anne L. HoUeran 
Patent Examiner 

April 6, 2006 W 
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SUPERVtSORY PATENT EXAMINER 



